(2) ZIMMER BIOMET 

April 24, 2017 

To: Risk Managers, Surgeons 

Subject: URGENT MEDICAL DEVICE FSCA / RECALL 

Affected Product: ROSA Brain 3.0.0, ROSA Spine 1.0.2, ROSA One 3.1.0 


Product 

Serial Number 

Country 

Manufacturing Date 

ROSA® Spine 

SP14003 

FRANCE 

19-NOV-2016 

ROSA® Spine 

SP14005 

GERMANY 

4-Jun-2015 

ROSA® Spine 

SP16008 

USA 

18-Mar-2016 

ROSA® Spine 

SP14006 

CHINA 

13-Aug-2015 

ROSA® One 

BS16001 

AUSTRALIA 

12-Sep-2016 

ROSA® Brain 

BR15003 

FRANCE 

23-Feb-2016 

ROSA® Brain 

BR16020 

FRANCE 

23-Jun-2016 

ROSA® Brain 

BR16019 

FRANCE 

21-Jun-2016 

ROSA® Brain 

BR16028 

FRANCE 

2-Jun-2016 

ROSA® Brain 

BR16006 

USA 

7-Mar-2016 

ROSA® Brain 

BR16025 

USA 

7-Sep-2016 

ROSA® Brain 

BR16005 

USA 

24-Feb-2016 

ROSA® Brain 

BR16013 

USA 

17-May-2016 

ROSA® Brain 

BR16010 

USA 

6-Apr-2016 

ROSA® Brain 

BR16004 

USA 

23-Feb-2016 

ROSA® Brain 

BR16017 

USA 

31-May-2016 

ROSA® Brain 

BR16016 

USA 

26-May-2016 

ROSA® Brain 

BR16011 

USA 

3-May-2016 

ROSA® Brain 

BR16009 

USA 

22-Mar-2016 

ROSA® Brain 

BR16015 

USA 

23-May-2016 
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Product 

Serial Number 

Country 

Manufacturing Date 

ROSA® Brain 

BR16012 

USA 

29-Apr-2016 

ROSA® Brain 

BR16023 

USA 

23-Aug-2016 

ROSA® Brain 

BR16018 

USA 

1-Jun-2016 

ROSA® Brain 

BR16014 

USA 

17-May-2016 

ROSA® Brain 

BR16021 

USA 

5-Sep-2016 

ROSA® Brain 

BR15002 

AUSTRALIA 

19-Oct-2015 

ROSA® Brain 

BR16032 

VIETNAM 

13-Feb-2017 

ROSA® Brain 

BR16026 

TAIWAN 

16-Sep-2016 

ROSA® Brain 

BR16027 

SWITZERLAND 

15-NOV-2016 



This notice is to inform you that MEDTECH SA, a member of the Zimmer Biomet Group of 
companies, is conducting a voluntary medical device field action for ROSA Brain, ROSA Spine, and 
ROSA One devices with the above listed serial numbers. 


MEDTECH would like to inform you of the following potential issue which was identified internally for 
ROSA Brain, ROSA Spine, and ROSA One devices following an internal investigation and the actions 
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which have to be undertaken by users to correct the situation during surgery as well as the measures 
which will be undertaken by MEDTECH to address this issue in the long term. 

Description of the issue: 

Note: The following issue has never been identified in the field by any complaint received. 

The situation can occur when the robot arm is automatically sent to trajectory. More specifically, when 
the robot arm is automatically sent onto a trajectory, Cartesian coordinates are converted to joint 
configuration through a mathematical model, and for a very limited number of positions, the 
mathematical model is imperfect and may prevent the robot arm from reaching the desired position. 


1) For other automatic moves: 

If the robot is sent to an unreachable trajectory, the device will display an error message and shut 
down. A delay of surgery can occur if multiple attempts to reach an unreachable position are 
performed. See required action in the next section. 

2) For the Isocentric micromoves: 

A hazardous situation can happen in Isocentric micromoves mode used in Brain surgery. In this case, 
a hazardous situation may occur if an automatic micro movement to trajectory is planned on the robot 
and an instrument is inside the patient anatomy. See required action in the next section. 

If the hazardous situation occurs and is not detected by the user, this could ultimately lead to 
ineffective treatment, serious injury, or even death of the patient. 

MEDTECH did not record, in normal conditions of use, any customer reports linked to this issue. 

Our records indicate that you may have received one or more of the affected products. The affected 
units were distributed between the dates of June 2015 and April 2017. 

MANDATORY actions by users: 

Pending the implementation of a permanent correction, MEDTECH is recommending the following 
actions to all users of the ROSA device: 

1. Discontinue use of the micromovement function in isocentric mode during Brain Surgery 
with ROSA Brain 3.0 and ROSA One devices 

2. For other automatic moves : 

2.1. For ROSA Brain 3.0 and ROSA Spine 
moves, the following error message will 
actual robot position has been detected. 
down. 

The user should then: 
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• Restart the device after 10 seconds and after full extinction of emergency button 
light. If the “Reset” button at the device rear panel is red, restart the ROSA PC by 
pushing the “Reset” button. 

• Load the patient folder and the main software interface will appear on the screen. 

• Go to the “planning” menu and modify the incriminated trajectory (entry and or target 
point) in order to change the orientation of the trajectory before carrying out the 
surgery. 

When the new planned trajectory is defined, go to “Guidance” menu and drive the robot onto 
the new trajectory. 

2.2. For ROSA One 3.1 device, if the event occurs during automatic moves, the following error 
message will be displayed "Unrecoverable error detected. The device will shut down,"and the 
device will shut down. 

The user should then: 

• Restart the device after 10 seconds and after full extinction of emergency button 
light. If the “Reset” button at the device rear panel is red, restart the ROSA PC by 
pushing the “Reset” button. 

• Load the patient folder and the main software interface will appear on the screen. 

• Go to the “planning” menu and modify the incriminated trajectory (entry and or target 
point) in order to change the orientation of the trajectory before carrying out the 
surgery. 

• When the new planned trajectory is defined, go to “Guidance” menu and drive the 
robot onto the new trajectory. 

MEDTECH corrective actions: 


MEDTECH is currently preparing a Software correction to resolve this issue. The Software update will 
be available in August 2017 and deployed on-site to be implemented on the devices. You will be 
contacted by a MEDTECH representative to schedule the date and time of this activity. 

Transmission of this Field Safety Notice: 

Please advise the appropriate personnel working in your department with the ROSA device system of 
the content of this letter. 

Surgeon & Risk Manager Responsibilities: 

1. Review this notification for awareness of the contents. 

2. There are no specific patient monitoring instructions related to this Field safety Corrective 
Action that are recommended beyond your existing follow up schedule. 

3. Complete Attachment 1 - Certificate of Acknowledgement. 

a. Return a digital copy to elise.laaacherie@zimmerbiomet.com 

b. Retain a copy of the Acknowledgement Form with your Field safety Corrective Action 
records in the event of a compliance audit of your documentation. 

If after reviewing the notice you have further questions or concerns please call the customer call 
I center at +33(0)467107740 between 9:00 am and 6:00pm EST. -Calls received outside of the call 
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center operating hours will receive a prompt to record a voicemail or be transferred to an on-call 
representative in the case of an emergency. Alternatively, your questions may be sent by email to 
elise.laqacherie@zimmerbiomet.com . US Customers may also call 800-874-7711, extension 9225 for 
assistance. 

Other Information 

This voluntary medical device field safety corrective action was reported to the U.S. Food and Drug 
Administration, and will be reported to other Competent Authorities, Notified Bodies, and Regulatory 
Authorities as required. 

■ MedWatch Reporting; Adverse reactions or quality problems experienced with the use of this 
product may be reported to the FDA’s MedWatch Adverse Event Reporting program either 
online, by mail, or by fax. 

Online: www.fda.gov/medwatch/report.htm 

Mail: Use postage paid, pre-addressed form FDA 3500, available at: 

www.fda.qov/MedWatch/getforms.htm 

Fax: 1-800-FDA-0178 

■ For EU Medical Devices Directive you may use the Report Form Field Safety Corrective Action 
Medical Devices Vigilance System (MEDDEV 2.1), online from French Competent authority; 
Agence nationale de securite du medicament et des produits de sante (ANSM): 
http://ansm.sante.fr/var/ansm site/storaqe/oriqinal/application/67627114609547d5ef2299b53b 

1d12c0.pdf 


Under 21 CFR 803 and EU Medical Device Regulations, manufacturers are also required to report 
any serious injuries where a product has contributed or may have contributed to the event. Please 
keep MEDTECH informed of any adverse events associated with this product or any other 
MEDTECH product by emailing elise.laqacherie@zimmerbiomet.com . 

The undersigned confirms that this notice has been delivered to the appropriate Competent 
Authorities. 

We would like to thank you for your co-operation in advance and regret any inconveniences caused 
by this field action. 


Sincerel 


Elise LA 



iger 
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ATTACHMENT 1 
Certificate of Acknowledgement 

By signing below, I acknowledge that the required actions have been taken in accordance 
with the Field safety Corrective Action Notice. 

[ ] Hospital Facility [ ] Surgeon (Please check one as applicable) 

Printed Name:_Signature:_ 

Title:_Telephone: ( ) - _Date: / / 

Facility Name: _ 

Facility Address:_ 

City:_State:_ZIP:_ 

Note: This form must be returned to MEDTECH before this action can be considered closed 
for your account. It is important that you complete this form and email a copy to: 
elise.laqacherie@zimmerbiomet.com and corporatequalitv.postmarket@zimmerbiometcom . 
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